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Response to restriction requirement filed Oct. 27, 2006 is acl^nowleclgecl. Claims 
1-25 are pending in the application. Claims 1-2, and 4-9 of group I elected without 
traverse are under examination. 

DETAILED ACTION 
Priority 

Applicants claim of benefits of provisional application 60/459,439 filed 
04/01/2003 and has been noted. The priority of the instant claims to these applications 
has been granted. 

Objections 

The specification has not been checked to the extent necessary to detemriine the 
presence of all possible minor errors. Applicant's cooperation is requested in correcting 
any errors in the specification of which applicant may become aware. 

Claims 4-6 are obiected to because their language should indicate that they are 
contained in E. coli: 'The plasmid ... contained in E. coli Deposit #". Please note that 
the deposit No. refen-ed to in claims 4-6 are that of E. coli of claims 7-9. the plasmlds 
cannot be deposited only organisms. 



Rejections 

35 U.S.C. 101 reads as follows: 
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Whoever invents or discovers any new and useful process, machine, 
manufacture, or composition of matter, or any new and useful improvement 
thereof, may obtain a patent therefor, subject to the conditions and requirements 
of this title. 

Claim 1 and 2 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. In the absence of the hand of man, naturally 
occurring proteins and/or nucleic acids are considered non-statutory subject matter; 
Diamond v. Chakrabaty, 206 USPQ 193 (1980). This rejection may be overcome by 
amending the claims to contain wording such as "An isolated and purified protein or 
nucleic acid". It should be noted that a recombinant enzymes/proteins are assumed to 
be identical to those produced naturally unless otherwise indicated. 

35 use 112 first paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 
The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

Claims 4-9 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable any person skilled in 
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the art to which .it pertains, or with which it is most nearly connected, to make and use 
the claimed invention. 

The invention appears to employ novel plasmids and E. coli cells transfomned with 
them. Since the plasmids are essential to the claimed invention, they must be obtainable 
by a repeatable method set forth in the specification or othenvise be readily available to 
the public. The claimed plasmids' sequences are not fully disclosed, nor have all the 
sequences required for their construction been shown to be publicly known and freely 
available. The transfomned E. coli cells are not fully disclosed because the plasmids are 
not fully disclosed. The enablement requirements of 35 U.S.C. 3 112 may be satisfied by 
a deposit of the E coli cells containing the plasims. The specification does not disclose a 
repeatable process to obtain the vectors and it is not apparent if the DNA sequences are 
readily available to the public. Accordingly, it is deemed that a deposit of these plasmids 
should have been made in accordance with 37 CFR 1 ;801-1 .809. 

It is noted that applicants have deposited the organisms but thei^e is no indication in 
the specification as to public availability. If the deposit was made under the temns of the 
Budapest Treaty, then an affidavit or declaration bv applicants, or a statement bv an 
attorney of record over his or her signature and registration number, statino that the 
specific strain has been deposited under the Budapest Treatv and that the strain will be 
available to the public under the conditions specified in 37 CFR 1 .808 . would satisfy the 
deposit requirement made herein. 

If the deposit has not been made under the Budapest treaty, then in order to certify 
that the deposit meets the criteria set forth in 37 CFR 1 .801-1 .809, applicants may provide 



Application/Control Number: 10/814,850 Page 5 

Art Unit: 1652 

assurance or compliance by an affidavit or declaration, or by a statement by an attorney of 
record over his or her signature and registration number, showing that: 

1 . during the pendency of this application, access to the invention will be afforded to 
the Commissioner upon request; 

2. upon granting of the patent the strain will be available to the public under the 
conditions specified in 37 CFR 1 .808; 

3. the deposit will be maintained in a public repository for a period of 30 years or 5 
years after the last request or for the effective life of the patent, whichever is longer; and 

4. the deposit will be replaced if it should ever become inviable. 

Conclusion 

Claims 1-9 are rejected but contain allowable subject matter. Applicants 
disclosed DNA molecule of SEQ ID NO: 1 which assures high expression of 
Staphylococcal kinase in E. coli. Applicants also disclose: a new modified 
staphylokinase gene of SEQ ID NO: 2 that may be successfully expressed in E. coli. 
The unmodified staphylococcal kinase has been thus far difficult to express in E. coli, 
which prevented an efficient recombinant production of the enzyme. The enzyme has 
utility in clinics in trombolytic treatment. The art does not disclose or suggest SEQ ID 
NO: 1 and SEQ ID NO: 2. 

As allowable subject matter has been indicated, applicant's reply must either 
comply with all formal requirements or specifically traverse each requirement not 
complied with. See 37 CFR 1.111(b) and MPEP§ 707.07(a). 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Malgorzata A. Walicka whose telephone number is 
(571) 272-0944. The examiner can normally be reached on Monday-Friday from 10:00 
a.m. to 4:30 p.m. If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Ponnathapura Achutamurthy, can be reached on (571) 272- 
0928. The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval (PAIR) system. Status 
information for published applications may be obtained from either Private PAIR or 
Public PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more infomiation about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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